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59TH  MEDICAL  WING  (AETC) 

JOINT  BASE  SAN  ANTONIO  -  LACKLAND  TEXAS 


3  NOV  2016 


MEMORANDUM  FOR  SGVOU 

ATTN:  EARL  GRANT  JR 

FROM:  59  MDW/SGVU 

SUBJECT:  Professional  Presentation  Approval 

1.  Your  paper,  entitled  What  is  Research?  presented  at/published  to  Resident  Research 
Fundamentals  Course  (Gateway  Club),  JBSA-Lackland.  TX  27  Oct  2t)16  in 

accordance  with  MDWI  41-108,  has  been  approved  and  assigned  local  file  #16383. 

2.  Pertinent  biographic  information  (name  of  author(s),  title,  etc.)  has  been  entered  into  our 
computer  file.  Please  advise  us  (by  phone  or  mail)  that  your  presentation  was  given.  At 
that  time,  we  will  need  the  date  (month,  day  and  year)  along  with  the  location  of  your 
presentation.  It  is  important  to  update  this  information  so  that  we  can  provide  quality 
support  for  you,  your  department,  and  the  Medical  Center  commander.  This  information 
is  used  to  document  the  scholarly  activities  of  our  professional  staff  and  students,  which  is 
an  essential  component  of  Wilford  Hall  Ambulatory  Surgical  Center  (WF1ASC)  internship 
and  residency  programs. 

3.  Please  know  that  if  you  are  a  Graduate  Health  Sciences  Education  student  and  your 
department  has  told  you  they  cannot  fund  your  publication,  the  59th  Clinical  Research 
Division  may  pay  for  your  basic  journal  publishing  charges  (to  include  costs  for  tables  and 
black  and  white  photos).  We  cannot  pay  for  reprints.  If  you  are  59  MDW  staff  member, 
we  can  forward  your  request  for  funds  to  the  designated  wing  POC. 

4.  Congratulations,  and  thank  you  for  your  efforts  and  time.  Your  contributions  are  vital  to 
the  medical  mission.  We  look  forward  to  assisting  you  in  your  future 
publication/presentation  efforts. 


Lvftctov 


LINDA  STEEL-GOODWIN,  Col,  USAF,  BSC 
Director,  Clinical  Investigations  &  Research  Support 
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What  is  Research? 


Earl  Grant  Jr.,  PhD 

Director,  Quality  Assurance  &  Education 
59th  Clinical  Research  Division 


w 
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59th  Medical  Wing 


Why  are  we  here? 

Warrior  Medics  -  Mission  Ready  -  Patient  Focused 

BLUF: 

•  DoD  is  a  high  reliable  organization  focused  on  safety 

•  Regardless  of  the  type  of  activity  being  conducted,  our  primary 
goal  should  always  be  to  protect  any  humans  involved 

Objectives: 

•  Distinguish  the  difference  in  non-research  and  research 

•  Identify  key  research  “triggers” 

•  Know  where  to  go  to  have  your  questions  answered 


*Key  Reference:  DoDI  3216.02_  AFI 40-402  Protection  of  Human  Subjects 
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Non-Research  vs  Research 
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Research 

(Utilizing) 

EBP 

(Implementing) 

QI 

(Conducting) 

The  question 

"What  is  the  best  thing  to 
do 7 

"4  re  we  doing  the  best 
thing*? 

"Are  we  doing  the  best 
thing ...  right,  and 
continuously ? 

Process 

-  Search  the  literature 
to  determine  the  gap 

■  Ask  a  research 
question  or 

*  Test  a  hypothesis 

*  Generate  new 
knowledge 

*  Disseminate  findings 

*  Search/appraise  internal 
and  external  evidence 

*  implement  practice 
change  based  on  best 
evidence 

*  Measure  outcomes  of 
practice  change 

*  Disseminate  findings 

*  Monitor  evidence-based 
practice  change  and 
outcomes  continuously 

*  Modify  practice  based  on 
results 

*  Generate  internal 

evidence 

*  improve  care 

Purpose 

Research  is  focused  on.,, 
discovering  new 
knowledge  that  can  be 
generalized  to  large 
groups  of  people. 

EBP  is  focused  on,.. 
Implementing  knowledge 
through  practice  change  in 
a  narrow  population  and 
measuring  outcomes. 

QI  Is  focused  on 
generating  internal 
evidence  about  process 
and  outcomes  In  the 
setting/environment  that 
generated  it. 

Techniques 
and  Models 

used 

Quantitative  Research 
Methodologies 
Qualitative  Research 
Methodologies 

PICQT,  ARtC  PARIHS, 

Stetler,  Rosswurm  & 

Larrabee,  Iowa,  Hopkins 

PDCA,  DMAIC,  Six  Sigma, 
TQM,  Lean  process, 
dashboards  and  scorecards 

IRB 

Yes  (for  protection  of 
human  subjects} 

Yes  (for  protection  of  data 
and  publication) 

Yes 

(for  publication) 

Research  is : 

EBP  questions  are: 

QI/PI  process  is: 

*  Directional 

*  Based  on  theory 

*  Generali  lable 
■  High  reliability 


' What  is  the 
best  thing  to  dom? 


■  Not  directional 
1  Based  on  clinical  inquiry 
k  Outcomes  focus 
1  Notgeneralizable 
1  Varied  reliability 

" Are  we  doing  the 
best  thing ~? 


'  About  fixing  problems 
1  Based  on  internal  data 
1  Process  focus 
1  Not  genera  I  i  table 
1  Limited  reliability 

* Are  we  doing  the  best  thing 
right  and  continuously"? 


C  Copyright  2013,  Lynn  Gallagher-Ford;  Center  for  Transdisdptinary  Evidence-based  Practice 
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Non-Research  vs  Research: 

It’s  all  about  the  question?  ^ 

Warrior  Medics  -  Mission  Ready  -  Patient  Focused 


No  Answer 
to  the 
Clinical 
Question 

•  Research 
Project 


Answer  to 
the  Clinical 
Question 

•  Not  Done 
in  Hospital 

•  EBP 
Project 


_ J 


Answer  to 
the  Clinical 
Question 

•  Hospital 
Policy 

•  Not  Doing 

It 

•  Ql  Project 


V _ J 


Answer  to 
the  Clinical 
Question 

|  •  Hospital 

Policy 

•  Doing  It 

•  Not  on  the 
pm  shift 

•  Education 
Project 

l _ J 


“Research  ” 

Warrior  Medics  -  Mission  Ready  -  Patient  Focused 

Regulatory  Definition:  32  cfr  219.102(d) 

Research  means  a  systematic  investigation,  including  research 
development,  testing  and  evaluation  (RDT&E),  designed  to  develop 
or  contribute  to  generalizable  knowledge. 

•  Activities  which  meet  this  definition  constitute  research  for  purposes 
of  this  policy,  whether  or  not  they  are  conducted  or  supported  under 
a  program  which  is  considered  research  for  other  purposes.  For 
example,  some  demonstration  and  service  programs  may  include 
research  activities. 


Systematic  Investigation : 

•  In  order  for  an  activity  to  meet  the  definition  of  research,  it  must  first 
be  a  “systematic  investigation” 

•  For  an  activity  to  constitute  a  “systematic  investigation,”  it  must: 

•  Test  an  hypothesis 

•  Be  organized  into  a  process  or  procedures 

•  Collect  and/or  analyze  information. 

•  Short-hand:  “data-based  hypothesis  testing” 


“Research  ” 


Dissected 
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Generalizable  Knowledge : 

•  Generalizable  knowledge  is  knowledge  or  information  or  outcomes  of 
the  activity  that  can  be  applied  beyond  the  context  of  the  original 
activity 

•  Generalizable  knowledge  is  intended  to  expand  understanding  of  a 
condition  or  population,  or  add  to  the  body  of  knowledge  in/about  a 
particular  field  (e.g.,  Phase  III  clinical  trials) 


“Research  ” 


Warrior  Medics  -  Mission  Ready  -  Patient  Focused 


Generalizable  Knowledge: 

Activities  that  are  intended  solely  to  improve  the  care  or  experiences  of 
an  individual  or  of  members  of  the  target  group  do  NOT  result  in 
generalizable  knowledge 

Examples: 

•  Individual-specific  activities:  Medical  treatment,  Educational  or 
Professional  mentoring,  etc. 

•  Population-  or  Program-specific  activities :  Quality  Assessment  (QA), 
Quality  Improvement  (Ql),  Program  evaluation 
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“Research”  Dissected 


Warrior  Medics  -  Mission  Ready  -  Patient  Focused 


Designed: 

•  No  investigation,  systematic  or  otherwise,  has  a  certain  outcome 

•  Reason  for  the  activity  must  be  identified  by  the  investigator  (or 
individual  proposing  the  activity) 

•  If  the  intent  of  the  activity  is  unclear  -  ASK!  Don’t  guess! 

•  Look  beyond  the  abstract  or  “purpose”  statement. 

•  To  meet  the  definition  of  research,  intent  of  activity  must  be  “to 
develop  or  contribute  to  generalizable  knowledge”  -  but  the 
investigator  doesn’t  need  to  use  that  phrase 

•  Note:  Intent  to  publish  is  not  equivalent  to  “designed  to  be 
generalizable”  -  journals  may  publish  reports  of  QA/QI/program  evals 


“Research  ”  Dissected 
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Develop  or  Contribute : 

•  To  meet  the  definition  of  research,  the  activity  must  be  designed  to 
create  or  advance  generalizable  knowledge  in  some  way 

•  The  outcome  of  the  activity  need  not  be  actually  generalizable  in 
order  for  the  activity  to  meet  the  definition  of  research 

Example:  Pilot  studies  usually  have  sample  sizes  that  are  too  small 
for  results  to  be  broadly  generalizable,  but  they  meet  the  “develop  or 
contribute  to”  criteria  and,  thus,  the  def.  of  research 

•  Activities  that  may  contribute  to  generalizable  knowledge,  but  are  not 
intended  to  do  so,  are  not  research  (“...designed...”) 

Example:  Creation  of  medical  or  student  records 
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“Human  Subjects” 

Warrior  Medics  ~  Mission  Ready  -  Patient  Focused 

Regulatory  Definition:  32  cfr  219.102(f) 

Human  Subject  means  a  living  individual  about  whom  an  investigator 
(whether  professional  or  student)  conducting  research  obtains: 

1.  Data  through  intervention  or  interaction  with  the  individual;  or 

2.  Identifiable  private  information. 

An  Intervention  includes  both  physical  procedures  by  which  data  are 
gathered  (e.g.,  venipuncture)  and  manipulations  of  the  subject  or  the 
subject’s  environment  that  are  performed  for  research  purposes. 

An  Interaction  includes  communication  or  interpersonal  contact  between 
investigator  and  subject. 
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Private  Information 


Warrior  Medics  -  Mission  Ready  -  Patient  Focused 


•  Private  information  includes  info  about  behavior  that  occurs  in  a 
context  in  which  an  individual  can  reasonably  expect  that  no 
observation  or  recording  is  taking  place,  and  info  which  the  individual 
can  reasonably  expect  will  not  be  made  public  (e.g.,  medical  record). 

•  Private  information  must  be  individually  identifiable  (i.e.,  the  identity  of 
the  subject  is  or  may  readily  be  ascertained  by  the  investigator  or 
associated  with  the  information)  in  order  for  obtaining  the  information 
to  constitute  research  involving  human  subjects. 
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Research  Determination  pt  ^ 
Flowchart  (59  MDW)  m  * 
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■'  r  VT' 


Is  my  activity  "Research"? 


Is  the  activity  a  systematic  investigation  designed  to  develop  or  contribute  to  generalizahle  knowledge? 

n  no 


The  activity  is  not  research,  go  to  jtem 4 


Yes 


->  STOP  The  activity  is  "research"  and  must  be  submitted  to  the  IRB, 


Am  I  conducting  "Research  Involving  Human  Subjects"? 


qi  Does  the  research  involve  obtaining  information  about  living  individuals? 

No 

STOP  The  research  DOES  NOT  involve  human  subjects;  submit  to  the  IRB  for  official  research  determination. 

□  Yes 

Q2.  Does  the  research  involve  collecting  data  through  intervention  or  interaction  with  the  individuals? 

n  no 

->  Q3.  Is  the  information  to  be  obtained  individually  identifiable  (i.e.,  the  identity  of  the  subject  is  or  may 

readilv  be  ascertained  by  the  investigator  or  associated  with  the  information )? 

n  „ 

STOP  The  research  DOES  NOT  involve  human  subjects;  submit  to  the  IRB  for  official  research 

l—i  No 

determination. 

O  Yes 

STOP  The  research  DOES  involve  human  subjects  and  must  be  submitted  to  the  IRB. 

STOP  The  research  DOES  involve  human  subjects  and  must  be  submitted  to  the  IRB. 

Take- 

Warrior  Medics  -  Mission  Ready  -  Patient  Focused 

Regardless  of  the  activity  the  primary  goal  should 
always  be  to  protect  our  beneficiaries  and/or  staff. 

•  Research  applies  a  methodology  (quantitative  or  qualitative) 
to  develop  new  knowledge. 

•  EBP  seeks  and  applies  the  best  clinical  evidence  toward 
making  patient-care  decisions. 

•  Ql  uses  systematic  processes  to  improve  patient  outcomes. 

Some  Ql  activities  may  be  designed  to  accomplish  a  research 
purpose,  as  well  as  the  purpose  of  improving  the  quality  of  care. 
Federal  regulations  and  IRB  approval  may  apply. 


Away  Points 


r 


If  In  Doubt. .  .Ask  For  Help 


Warrior  Medics  -  Mission  Ready  -  Patient  Focused 


59  MDW  Clinical  Research  Division  (CRD)  IRB 
Protocol  Office: 

•  210-292-7141 

•  59CRD.protocol@us.af.mil 


59  MDW  Science  and  Technology  Office: 

•  210-292-2097 

•  59mdw.st@us.af.mil 


BAMC/SAMMC  Department  of  Clinical 
Investigations 

•  Department  Administration  (210)  916-9027/4405/4495 
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